Annex 3 to item 6.1 of the Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use 
Reporting
Report on adverse reactions at medical use of medicinal products at health care settings
during 20 ____  

	To be submitted by/to
	Submission Term  
	

	1. All health care settings governed by MoH Ukraine as well as patient care institutions governed by other authority – to the Ministry of Health of the Autonomous Republic of Crimea, Health Departments of Oblast State Administrations, Health Departments of Kyiv and Sevastopol City State Administrations.
	January 20
	Form № 69
Approved
Order of MoH Ukraine 

of 27.12.2006 № 898

	2. Ministry of Health of the Autonomous Republic of Crimea, Health Departments of Oblast State Administrations, Health Departments of Kyiv and Sevastopol City State Administrations – to 
Pharmacovigilance Department, PE “State Pharmacological Center MoH Ukraine” (01042, Kyiv, 18, Chygorin St., State Pharmacological Center MoH Ukraine,; tel./fax (044) 286-7505, e-mail: vigilance@pharma-center.kiev.ua)
	January 30
	Annual
To be sent by mail

	
	
	

	Name of organization, which compiled information
	
	

	
	
	

	
	
	

	Address
	
	

	
	
	

	Codes of organization-complier

	EDRPOU
	Territory (KOATUU)
	Economic activity (KVED)
	Form of ownership (KFV)
	Organizational and legal form of management (KOPFG)
	Ministry of other Central Executive Authority to which the organization compiler of information belongs (KODU) 
	

	1
	2
	3
	4
	5
	6
	7

	
	
	
	
	
	
	


Annex 3, continued
	Table 1000                                Adverse reactions to medicinal products at their medical use in patients 
№


	Source of notification form 

	Name/case history or medical card № 
	Age
	Gender (M, F);

Pregnancy term
	Suspected MP (trade name, presentation, manufacturer, country)
	Systemic signs of AR to SMP
	Primary clinical and concurrent diagnoses (with code of IDC-10)
	Mono-

pharmacotherapy 
	Duration of pharma-co
therapy (days)
	Withdrawal of SMP 
	Administr-ation of additional pharmaco-therapy 
	Outcome of AR to MP

	
	
	
	
	
	
	
	
	yes
	no
	
	yes
	no
	yes
	no
	Recovery without sequele
	Prolonga-tion of hospitalization
	Other

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	yes
	no
	yes
	no
	

	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15

	
	
	
	
	
	
	
	
	(
	(
	
	(
	(
	(
	(
	(
	(
	(
	(
	

	
	
	
	
	
	
	
	
	(
	(
	
	(
	(
	(
	(
	(
	(
	(
	(
	


	Number of full-time physicians (total)_________________

Date ___ ____________ ______ 

                (Numerical)

Performer ______________________________

                                     (Signature)              (Full name)


	Director of health setting______________________________

                                                        (Signature)                           (Full name)



V.T. Chumak
Director,
State Pharmacological Center MoH Ukraine
Seal








